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§822.26 If my company changes own-
ership, what must I do?

You must notify us within 30 days of
any change in ownership of your com-
pany. Your notification should identify
any changes to the name or address of
the company, the contact person, or
the designated person (as defined in
§822.3(b)). Your obligation to conduct
postmarket surveillance will generally
transfer to the new owner, unless you
and the new owner have both agreed
that you will continue to conduct the
surveillance. If you will continue to
conduct the postmarket surveillance,
you still must notify us of the change
in ownership.

§822.27 If I go out of business, what
must I do?

You must notify us within 30 days of
the date of your decision to close your
business. You should provide the ex-
pected date of closure and discuss your
plans to complete or terminate
postmarket surveillance of your de-
vice. You must also identify who will
retain the records related to the sur-
veillance (described in subpart G of
this part) and where the records will be
kept.

§822.28 If I stop marketing the device
subject to postmarket surveillance,
what must I do?

You must continue to conduct
postmarket surveillance in accordance
with your approved plan even if you no
longer market the device. You may re-
quest that we allow you to terminate
postmarket surveillance or modify
your postmarket surveillance because
you no longer market the device. We
will make these decisions on a case-by-
case basis, and you must continue to
conduct the postmarket surveillance
unless we notify you that you may stop
your surveillance study.

Subpart F—Waivers and
Exemptions

§822.29 May I request a waiver of a
specific requirement of this part?

You may request that we waive any
specific requirement of this part. You
may submit your request, with sup-
porting documentation, separately or

§822.31

as a part of your postmarket surveil-
lance submission to the address in
§822.8.

§822.30 May I request exemption from
the requirement to conduct
postmarket surveillance?

You may request exemption from the
requirement to conduct postmarket
surveillance for your device or any spe-
cific model of that device at any time.
You must comply with the require-
ments of this part unless and until we
grant an exemption for your device.
Your request for exemption must ex-
plain why you believe we should ex-
empt the device or model from
postmarket surveillance. You should
demonstrate why the surveillance
question does not apply to your device
or does not need to be answered for the
device for which you are requesting ex-
emption. Alternatively, you may pro-
vide information that answers the sur-
veillance question for your device, with
supporting documentation, to the ad-
dress in §822.8.

Subpart G—Records and Reports

§822.31 What records am I required to
keep?

You must keep copies of:

(a) All correspondence with your in-
vestigators or FDA, including required
reports;

(b) Signed agreements from each of
your investigators, if your surveillance
plan uses investigators, stating the
commitment to conduct the surveil-
lance in accordance with the approved
plan, any applicable FDA regulations,
and any conditions of approval for your
plan, such as reporting requirements;

(¢c) Your approved postmarket sur-
veillance plan, with documentation of
the date and reason for any deviation
from the plan;

(d) All data collected and analyses
conducted in support of your
postmarket surveillance plan; and

(e) Any other records that we require
to be maintained by regulation or by
order, such as copies of signed consent
documents, evidence of Institutional
Review Board review and approval, etc.
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